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MEMORANDUM

OFFICE OF
PESTICIDES AND TOXIC SUBSTANCES

SUBJECT: EPA #004001. Response to the Roussel Uclaf Proposal
. Concerning Testing One Allethrin Formulation as a
Representative for Several Others

TO: Susan Lewis, PM Team #50 ‘ Tox. Chem. No. 25
Registration Division (TS=T767c)

FROM: Pamela Hurley, Toxicologist W W%

Toxicology Branch
Hazard Evaluation Division (TS-769c)»

THROUGH: Edwin Budd, Section Head ’ é %b
Toxicology Branch
Hazard Evaluation Division (TS-769c)

I.D. No. 004001 B «

Record Nos. 158,429; 159,037 and 160,241 ‘{g},

Action Requested and Background:

/

During the summer of 1985, the Toxicology Branch was requested
to respond to a proposal submitted by Roussel Uclaf, dated June *
11, 1985. The proposal concerned a data call-in notice on three
allethrin formulations. The formulations contained identical
chemical products except that the percentage of each product in
each formulation was different. The data call-in notice required
testing all three of the formulations for chronic, reproductive
and oncogenic effects. Roussel Uclaf submitted a request,
accompanied by a rationale, for testing one of the formulations
as a representative for all three. At that time, in order to
facilitate a decision concerning the proposal, the Toxicology
Branch asked for the company to submit all the subchronic, chronic,
reproductive, teratogenic and other relevant data already available
on the three formulations. 1In addition, other relevant data and
papers were obtained from the EPA files as well. All of the data
collected on the three formulations have been reviewed.

Response: ' 5 D

The Toxicology Branch has determined that the proposal
test Esbiothrin (EBT) in order to satisfy the data ci%Lﬂfﬁ/to
requirements on the three formulations, Bioallethrin-{BA), EBT
and Esbiol (SBA) is acceptable.

Ny P | : [



Discussion:

BA, EBT and SBA each contain almost exclusively the two isomers,
d-trans chrysanthemate ester of d-allethrolone (d-isomer) and d-
trans chrysanthemate ester of l-allethrolone (l-isomer). The
relative ratios of these two isomers expressed as (d:1) are respectively:

50:50 for BA
77:23 for EBT
95:5 for SBA

An-analysis of the existing data on the three formulations
indicates that in oral studies, each affects the same target
organs, particularly the liver. Although the acute oral studies
indicate that the d-isomer appears to be more acutely toxic
than the l-isomer, the subchronic studies indicate that the NOEL's
and the LOEL's for BA and SBA are similar (no subchronic data
were available for EBT). 1In addition, subchronic data were
available for Pynamin and Pynamin Forte., These two formulations
are similar to the other three except that the chrysanthemate
- portion of the molecules are cis/trans instead of only trans.

The data on these two formulations also indicate similar NOEL's
and LOEL's. , : ‘

The rationale submitted by Roussel Uclaf also contains -
information concerning the chemistry and syntheses of the
formulations and a list of inerts and impurities. This information
also supports testing only EBT to satisfy the data call-in
requirements for all three formulations.

Attachment
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